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DETAILED ACTION 
Mectioia/Restrictions 
Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are 
not so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 
Group I, claim(s) 1-9, 14-15, drawn to sUylation process. 
Group II, claim(s) 10-13, 16-18, drawn to acylation process. 

The inventions listed as Groups I and II do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons^ The special technical 
feature of Group I is the silylation process. The special technical feature of Group II is the 
acylation of an amine. Group II in fact has a de-silylation process. Each process can be 
performed without the other. The only commonality is the compound of Formula II, which 
is not unobvious over the prior art. Burden is seen by the separate classification. Group I is 
classified in 556/418. Group II is classified in 540/215. 

During a telephone conversation with Robert Silver on 10/23/2008 a provisional 
election was made with traverse to prosecute the invention of Group II, claims 10-13, and 
16-18. Affirmation of this election must be made by applicant in replying to this Office 
action. Claims 1-9 and 14-15 are withdrawn from further consideration by the examiner, 
37 CFR 1.142(b), as being drawn to a non-elected invention. 
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Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one or 
more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by a 
request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.17(i). 

Chum Rejections - 35 USC§ 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

The following is a quotation of the first paragraph of 35 U.S.C. 112^ 

The specification shall contain a written description of the invention, and of the manner and 

process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrjring out 
his invention. 

Claims 13 and 17-18 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 13 and 17-18 are not written right. A hydrate is a solvate. Thus, the hydrate 
which is precipitated is not a "de-solvated" product. Suggested is "filtering the cefprozU 
hydrate". 

Claims 10-13, 16-18 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
apphcant regards as the invention. 

It is unclear what the chiral status of the carbon attached to the alpha-amino group 
is. The reagent II and the intermediate VII both show no chiral indication, meaning that 
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that this is a racemic mixture. The final product of Formula I however, has a chiral 
indicator in the structural formula (the dashed line to the amino), but not in the canonical 
name given for that structure, which immediately precedes it. However, there also appear 
in parenthesis the name "cefprozil", and that drug is chiral at that position. Therefore, 
there are three indications that the position is not to be chiral (II, VII, and the canonical 
name) and two indication that it is to be chiral (structural formula and "cefprozil"). 

Claims 10-13, 16-18 are rejected under 35 U.S.C. 112, first paragraph, as faihng to 
comply with the enablement requirement. The claim(s) contains subject matter which was 
not described in the specification in such a way as to enable one skilled in the art to which 
it pertains, or with which it is most nearly connected, to make and/or use the invention. 

Note above rejection. As written, the claims appear to use a racemic reagent to 
obtain a chiral product, but with no resolution step provided. That is certainly not enabled. 
Fixing the above matter will resolve this rejection as well. 

Speci£catian 

The examiner notes for the record that in the international phase, structural 
formula were changed for the benzene-acetic acid derivatives II, III, V and VII. This change 
is deemed not to have introduced new matter under 35 USC 132, as it was an obvious error 
with a correction which would have been clear to one of ordinary skill in the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to /Mark L. Berch/ whose telephone number is 571-272-0663. 
The examiner can normally be reached on M-F 7:15 - 3^45. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on (571)272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubhshed 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpubUshed apphcations is available through Private PAIR only. For more information 
about the PAIR system, see http7/pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. 

/Mark L. Berch/ 
Primary Examiner 
Art Unit 1624 



3/6/2009 



